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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 

Specification 

1 . The following guidelines illustrate the preferred layout for the specification of a utility 
application. These guidelines are suggested for the applicant's use. 

Arrangement of the Specification 

As provided in 37 CFR 1 .77(b), the specification of a utility application should include 
the following sections in order. Each of the lettered items should appear in upper case, without 
underlining or bold type, as a section heading. If no text follows the section heading, the phrase 
"Not Applicable" should follow the section heading: 

(a) TITLE OF THE INVENTION. 

(b) CROSS-REFERENCE TO RELATED APPLICATIONS. 

(c) STATEMENT REGARDING FEDERALLY SPONSORED RESEARCH OR 

DEVELOPMENT. 

(d) THE NAMES OF THE PARTIES TO A JOINT RESEARCH AGREEMENT. 

(e) INCORPORATION-BY-REFERENCE OF MATERIAL SUBMITTED ON A 

COMPACT DISC. 

(f) BACKGROUND OF THE INVENTION. 

(1) Field of the Invention. 

(2) Description of Related Art including information disclosed under 37 CFR 1.97 
and 1.98. 

(g) BRIEF SUMMARY OF THE INVENTION. 

(h) BRIEF DESCRIPTION OF THE SEVERAL VIEWS OF THE DRAWING(S). 

(i) DETAILED DESCRIPTION OF THE INVENTION. 

(j) CLAIM OR CLAIMS (commencing on a separate sheet). 

(k) ABSTRACT OF THE DISCLOSURE (commencing on a separate sheet). 

(1) SEQUENCE LISTING (See MPEP § 2424 and 37 CFR 1.821-1.825. A "Sequence 
Listing" is required on paper if the application discloses a nucleotide or amino 
acid sequence as defined in 37 CFR 1.821(a) and if the required "Sequence 
Listing" is not submitted as an electronic document on compact disc). 

2. The specification is objected to for failing to include section headings. Appropriate 



correction is requested. 
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3. The disclosure is objected to because it contains an embedded hyperlink and/or other 
form of browser-executable code. Applicant is required to delete the embedded hyperlink and/or 
other form of browser-executable code. See MPEP § 608.01. 

Claim Rejections - 35 USC § 112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

5. Claims 1-10 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 1 provides for the method of evaluating the breath of a test subject, but, since the 
claim does not set forth any active steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it merely 
recites a use without any active, positive steps delimiting how this use is actually practiced. 

Claim 1 is rejected under 35 U.S.C. 101 because the claimed recitation of a use, without 
setting forth any steps involved in the process, results in an improper definition of a process, i.e., 
results in a claim which is not a proper process claim under 35 U.S.C. 101. See for example Ex 
parte Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd. v. Brenner, 255 F. 
Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claim 1 recites the limitation "the microbial load" in line 4. There is insufficient 
antecedent basis for this limitation in the claim. 

A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
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does not clearly set forth the metes and bounds of the patent protection desired. See MPEP § 
2173.05(c) and 2173.05(d). Note the explanation given by the Board of Patent Appeals and 
Interferences in Ex parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where 
broad language is followed by "such as" and then narrow language. The Board stated that this 
can render a claim indefinite by raising a question or doubt as to whether the feature introduced 
by such language is (a) merely exemplary of the remainder of the claim, and therefore not 
required, or (b) a required feature of the claims. Note also, for example, the decisions of Ex 
parte Steigewald, 131 USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); 
and Ex parte Hasche, 86 USPQ 481 (Bd. App. 1949). In the present instance, claim 3 recites the 
broad recitation "the volume of the container is variable", and the claim also recites "the 
container preferaby being collapsible." 

A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. See MPEP § 
2173.05(c) and 2173.05(d). Note the explanation given by the Board of Patent Appeals and 
Interferences in Ex parte Wu 9 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where 
broad language is followed by "such as" and then narrow language. The Board stated that this 
can render a claim indefinite by raising a question or doubt as to whether the feature introduced 
by such language is (a) merely exemplary of the remainder of the claim, and therefore not 
required, or (b) a required feature of the claims. Note also, for example, the decisions of Ex 
parte Steigewald, 131 USPQ 74 (Bd. App. 1961); Ex parte Hall 83 USPQ 38 (Bd. App. 1948); 
and Ex parte Hasche, 86 USPQ 481 (Bd. App. 1949). In the present instance, claim 3 recites the 
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broad recitation "by exhaling through the mouth", and the claim also recites "preferably after 
inhaling through the nose." 

Claim Rejections - 35 USC §102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, mpre than one year prior to the date of application for patent in the United States. 

7. Claims 1-4, 6, 8 and 9 are rejected under 35 U.S.C. 102(b) as being anticipated by WO 
97/00444 (hereinafter "Mottram"). Mottram teaches a method of evaluating the breath of a test 
subject. The method includes collecting of a breath sample from the test subject in a container; 
reducing the microbial load of the breath sample contained in the container, and evaluating the 
breath sample collected in the container by a tester. The container is filled with breath by the test 
subject against atmospheric pressure by exhalation. The volume of the container (30, 230) is 
variable and collapsible. The container possesses an internal surface made of an odourless 
material. Condensation of moisture in the breath sample will form in the container, and the 
condensation will inherently reduce the microbial load of the sample as diclosed in the 
specification of the instant application. The test subject fills the container by exhaling through 
the mouth, after inhaling through the nose. The breath sample may be anonymised prior to 
evaluation. 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

9. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mottram. 
Mottram does not expressly close the volume of breath collected in the container. 

At the time the invention was made, it would have been an obvious matter of design choice to a 
person of ordinary skill in the art to have filled the container with about 20 ml to 7 1 of breath 
because Applicant has not disclosed that collecting this volume of breath provides an advantage, 
is used for a particular purpose, or solves a stated problem. Moreover, applicant discloses that 
this range of volumes encompasses the volume of a single exhalation or a plurality of 
exhalations. Moreover, it appears that the container and breath collection method of Mottram, or 
applicant's invention, would perform equally well with any volume consistent with an exhalation 
volume of a test subject. 

Accordingly, it would have been prima facie obvious to one of ordinary skill in the art at 
the time the invention was made to have modified Mottram such that the 20 ml to 7 1 of breath 
are collected in the container because such a modification would have been considered a mere 
design consideration which fails to patentably distinguish over Mottram. 

10. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mottram. 
Mottram discloses a temperature adjustment of the breath sample in the container to 

maintain optimal analysis conditions but does not expressly diclose that the temperature of 
breath collected in the container is adjusted to 20°C to 40°C prior to evaluation. The 
specification of the instant application indicates that the normal temperature of breath lies in this 
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range. Applicant has not disclosed that having adjusting the temperature of the breath sample in 
the container solves any stated problem or is for any particular purpose. Moreover, it appears 
that the breath analysis of Mottram, or applicant's invention, would perform equally well with 
the temperature of the breath sample in the container controlled to a temperature consistent with 
the temperature of normal breath. 

Accordingly, it would have been prima facie obvious to one of ordinary skill in the art at 
the time the invention was made to have modified Mottram such that the temperature of the 
breath sample in the container is adjusted to 20°C to 40°C prior to evaluation because such a 
modification would have been considered a mere design consideration which fails to patentably 
distinguish over Mottram. 

1 1 . Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sharma et al. in 
view of Mottram. 

Sharma et al. teach a method of evaluating an oral care product. The method includes 
taking a first breath sample from a test subject, subsequently administering the oral care product 
to the test subject, taking an additional breath sample from the test subject at a pre-selected time 
after administering the oral care product, and comparing the first and the additional breath 
samples by a tester. Sharma et al. teach all of the limitations of the claims except that the breath 
samples are take from a test subject using a method according to claim 1. 

Mottram teaches a method of evaluating the breath of a test subject. The method includes 
collecting of a breath sample from the test subject in a container; reducing the microbial load of 
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the breath sample contained in the container, and evaluating the breath sample collected in the 
container by a tester. 

It would have been obvious to one having ordinary skill in the art at the time Applicant's 
invention was made to have collected breath for evaluation via a method similar to that of 
Mottram in a method for evaluating an oral care product similar to that of Sharma et al. as a 
design choice, merely substituting one known means of collecting breath for another that is 
equally effective in providing breath samples for analysis of an oral care product's effectiveness 
in combating halitosis. 

Conclusion 

12. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. U.S. Patent No. 6,053,87 to Kharitonov et al. teaches a breath sample reservoir for 
breath collection and storage. U.S. Patent No. 5,71 1,306 to Guilluy teaches a device for directly 
a sample of expired air from a subject. 

13. Any inquiry concerning this communication should be directed to Charles A. Marmor, II 
at telephone number (571) 272-4730. 




Charles A. Marmor, II 
SPE 

Art Unit 3735 
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